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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formuias « PhytoPharmica ’ &
‘ Tyler Encapsulat»ons + Vitaline Formutas PHYTOPHARMICA®
9755 SW Commerce Circle, &u;te B2 - 825 Chailenger Drive, Green Bay, Wi 5431 1-8328
ENZYM ATIC THERADY wilsonville, OR 9707¢ 45 1 92% 13 s ‘F "888.570.6460 (Enzymatic)
N R E SR AT E O P: 503.582.8386 + F: 503. 582.0 67 2 1}:220.469.4418 (Phyto)
Whar Belter feels tipe™
—————
May 20, 2005

Office of Nutritional Products, Labeling & .. e e T
Dietary Supplements, HFS 810 ’

Center for Food Safety and Apphed Nutrition : MAY 25 2{}{}5
Food and Drug Administration '

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

OsteoPrime® D:etary suppiement to SIllGOI’] (as magnesium tnsnhcate) Vitamin

Plus promote bone health® B12 (as cyanocobalamin), Selenium (as
sodium selenite), Calcium (from tricalcium
phosphate, calcium carbonate, calcium
lactate, calcium Krebs cycle chelates, citrate
carbonate), Phosphorus (as tricalcium
phosphate), Strontium (as strontium
chloride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium {from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K{as phytonadione) Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),

- Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
{(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaguinone — 7)
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I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substarntiation that the statements are truthful and not misleading.

By: M‘L
Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 5/@ /D S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. »

R

Michael P. Devereux
Chief Financial Officer

OsteoPrime Plus le



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica ) &
Tyler Encapsulatxons “ Vltalme meulas P"YTOPHARM'CA'
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Dnve, Green Bay, wi 5431 1 ~8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
e m B iR AT ED © P: 503.582.8386 ~ F:503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
What Better feels iike™
—————
May 20, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the 1mmed1ate future, and may be exploratory
in nature.

‘ Magnesuum “activates enzymes that | Magnes:’ {as magnesium oxide and
help form new calcium crystals.* magnesium aspartate)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements ‘are truthful and not misieading.

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: <5 /}D / 0S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely, P &‘“

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” .. ENIZYMATIC THERAPY'®
NF Formulas + PhytoPharmica &

Tyier Encapsulat»ons « V|tafme Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
e R E TR AT o P: 503.582.8386 « F: 503.582.0467 | P:920.469.9099 - F: 920.469.4418 (Phyto)
Whas Better feels like™
ap——————
May 20, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(x)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

OsteoPrime®*
Plus

Calcium is important - more than
99% of the body's ca!cmm is found
in the bones and teeth. But the
body also needs vitamin D to
properly use calcium and
phosphorus.”

Calcium (from tricalcium phosphate,
calcium carbonate, calcium lactate,
calcium Krebs cycle chelates, citrate
carbonate), Vitamin D3 (as
cholecalciferol)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L fudegd

Robert C. Doster 7
Title: Senior Vice President of Scientific Affairs

Date: 5/20 /05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

JEL0 P fony

Michael P. Devereux
Chief Financial Officer
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

¢ NF Formulas « PhytoPharmica &
Tyler Encapsuiations - Vttahne Farmuias ‘ PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 " 825 Chalienger Drive, Green Bay, W 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
MO OREC RATE D P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Waoat Better fecis itker
p———
May 20, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/DiscIaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or sttnbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act:and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature. \

OstecPrime® Supports and maintains | Silicon (as magnesium trisilicate), Vitamin
Plus healthy bones and bone " | B12 (as cyanocobalamin), Selenium (as -
structure. * sodium selenite), Calcium (from tricalcium
phosphate, calcium carbonate, calcium
lactate, calcium Krebs cycle chelates, citrate
carbonate), Phosphorus (as tricalcium
phosphate), Strontium (as strontium
chloride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate) Betaine HC, Magnesmm (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C {(ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin:
(as thiamin HCI) (vitamin B1), Vitamin B6 (as

pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
{fermented soybeans containing 45 mcg of
Vitamin K2 as Menaquinone -7)




I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading. ’

T puead

Robert C. Doster )
Title: Senior Vice President of Scientific Affairs

Date: &5/20 AD_S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. '

Wbl P Jpopp

Michael P. Devereux
Chief Financial Officer

OsteoPrime Plus 4e



- INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .
Tyler Encapsutatmns » Vltalme Formuias P"YTOF"ARMECA
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, wi 5431 1-8328
ENZYM ATIC THEB_ADY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
BT U R A B P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Belter feels live”
——
May 20, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

OsteoPrime®~
Plus

The body needs vitamin D to
utilize calcium and phosphorus
properly for building strong bones
and teeth.*

' Phosphorus (as tricalcium phosphate),
Vitamnin D3 (as cholecalciferol)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

o AL00]

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: J/Z/O /05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely, P &N

Michael P. Devereux
Chief Financial Officer
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' INTEGM'@'IVE ,THER&PEUT]CS NG, ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Tyler Encapsu!atmr\s « Vitaline Farmulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYM ATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 «~ F: B88.570.6460 (Enzymatic)
M E M E RO EATE E P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
Woat Better feeis tike”
——
May 23, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 \
Center for Food Safety and Applied Nutntxon
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate fiture, and may be exploratory
in nature.

OsteoPrime®* Vitamin K aids the production of Vitamin K (as phytonadione)
Plus osteocalcin, the supporting structure
on which calcium crystallizes in bone. *

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not rmsleadmg

fugedd

Robert C. Doster L
Title: Senior Vice President of Scientific Affairs’

Date: S / 23 / oS

If you have any questions, please contact Robert Doster, Semor Vice Presulent of Scientific Affairs at
(920) 406-3608.

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC,” ENZYMATI

€ THERAPY®
NF Formulas « PhytoPharmica &

ADBRANS,. AP
lyler Encapsuiations « Vitaiine rormukas FRRIVER A
9755 SW Cnmmerqe Circle, Suite B2 825 Chaﬂenger Dnve, Green Bay, WI 54311-8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
I NEORPORATED © P:503.582.8386 ¢« F: 503.582.0467 P: 920.469.9099 « F:920.469.4418 (Phyto)
Waat Better feeis ke
an————
May 23, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nufrition
Food and Drug Administration .

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

OsteoPrime®* Manganese is needed for bone Manganese (as manganese aspartate)
Plus mineralization and connective A
tissue synthesis,*

'

I certify that the information contained in this nofice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

By: ' waw"{

Robert C, Doster ]
Title: Senior Vice President of Scientific Affairs

Date: 6// %5/ oS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608. |

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas +« PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA®
9755 SW Cammerce Circle, Suite B2 825 Challenger Dnve, Green Bay, Wl 5431 1—8328
ENZYM ATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
SR, P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
WhatBeﬂef’feeIs L™
A————c—
May 23, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disciaime{rs

Dear Sir or Mgdam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act:and comply with section 403(1')(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate. future, and may be exploratory
in nature.

“OsteoPrime®* Studies show zinc, strontium, Silicon-(as magnesium trisilicate), Strontium

Plus vitamin B8, vitamin C, silicon, (as strontium chioride), Boron (as baron
copper, and boron also help Krebs cycle chelates), Vitamin C (ascorbic
form the connective structures | Acid), Zinc (as zinc picolinate), Copper (as
in bones.* copper gluconate), Vitamin B6 (as pyridoxine

HCI)

I certify that the information contained in this notxce is complete and accurate and that Enzymatlc Therapy, Inc. has

substantiation that ﬁe staterr&jjre truthful and not misleading.
By: ’

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 5/23/05

If you have any questions, please contact Robert Doster, Senior Vice Presn:iem of Scientific Affairs at
(920) 406-3608.

Siuerely, 7 p

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENMZYMATIC THERAPY®

i NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite’ B2 825 Chaﬂenger Drive, Green Bay, Wit 5431 1 -8328
ENZYM ATIC THERADPY ‘ Wilsonville, OR $7070 .P: 920.469.1313 ~ F: B8B.570.6460 (Enzymatic)
o ORI B AL B TS P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.462.4418 (Phyto)
What Better feets tike” )
ap——
May 23, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

OsteoPrime Plus, formufated by | Silicon (as magnesium trisilicate), itamin

Plus Jonathan Wright, M.D., - B12 (as cyanocobalamin), Selenium (as
provides a balanced . sodium selenite), Calcium (from tricalcium
combination of these important | phosphate, calcium carbonate, calcium
nutrients o support and lactate, calcium Krebs cycle chelates, citrate
maintain healthy bones.* carbonate), Phosphorus (as tricalcium

phosphate), Strontium. (as strontium
chlonde) Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate}, Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium’
aspartate), Boron (as boron Krebs cycle
chelates) ‘Vitamin C (ascorbic Acid), Vitamin
K(as phytcmaduorte) Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaquinone — 7)




I certify that the information contained in this notice is complete and-aceurate and that ‘Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading. ‘

Legodd.

Robert C. Doster )
Title: Senior Vice President of Scientific Affairs

By:

Date: S / % / OS

If you have any questions, please.contact Robert D’bs’ter, Senior Vice President of Scientific Affairs at
(920) 406-3608.

TP fps

Michael P. Devereux
Chief Financial Officer

OsteoPrime Plus 9¢



INTE-dﬂATIVE THERAPEUTICS INC.T ENZYMATIC THERAPY®
NF Formutlas - PhytoPharmica

Tyier Encapsutatlons Vitaline Formuias PHYTOPHARM!CA‘
9755 SW Commerce Circle, Suite 82 . 825 Chaﬁenger Druve, Green Bay, WI 5431 1 —8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
S B R TR 4T F DR ; P 503.532.838'6 + F: 503.582.0467 P; 920.469.9099 - F: 920.469.4418 (Phyto)
What Better feels e
ap—
May 23, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaime#s
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymat&c Therapy, Inc, wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(x)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the 1mmedxate future, and may be exploratory
in nature.

OsteoPrie@* Vitamin K attracts calciumto | Vitamin K (as phytonadione}, Natto
Plus bone tissue.” (fermented soybeans containing 45 mcg of
Vitamin K2 as Menagquinone — 7)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

o puedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: __ <5, / 23/ oS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. A

Sincerely,

i d P Loy

Michael P. Devereux
Chief Financial Officer




, INTEGRATIVE THERAPEUTICS INC.™ ) ENZYMATIC THERAPY®

NF Formulas - PhytoPharmica : &
Tyler Encapsulations » Vitaline Formulas ’“YTOP“A"M‘CA' :
9755 SW Commerce Clrcie, Suite B2 825 Challenger Drwe, Green Bay, W! 5431 1—8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 ~ F: 888.570. 6460 (Enzymatic)
P P: 503.582.8386 = F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Wwhat Better feeis ke
a——————
May 23, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(1')(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

OsteoPrime®* Healthy bones need: ) " | Silicon{as magnesium trisilicate), Strontium

Plus Manganese, zinc, strontium, (as strontium chloride), Boron (as boron
vitamin B8, vitamin C, silicon, Krebs cycle chelates), Vitamin C (ascorbic
copper and boron to aid bone ‘Acid), Zinc (as zinc picolinate), Copper (as
and connective tissue - copper gluconate), Vitamin B6 (as pyridoxine
development.* HCI). Manganese (as manganese aspartate)

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that mW&m‘fe truthful and not misleading.

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 5/25/0.5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

i

Sincerly, 7 P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” . ENZYMATIC THERAPY®

¢ NF Formulas + PhytoPharmica &
- TylerE Encapsutauons + Vitaline Formulas P"VTOP"ARM'CA'
B \ 9755 SW Commerce Circle, Suite 82 825 Chaitenger Dnve, Green Bay, wi 5431 1 8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
R E D AT E O P: 503.582.8386 ~ F: 503.582.0467 ' P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better foels tke™ ‘
————
May 23, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Disiributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market i in the immediate future, and may be exploratory
in nature.

Iy

OsteoPrime®* OsteoPrime Plus providesia Silicon (as magnesium trisilicate), Vitamin
Plus balanced combination of B12 (as cyanocobalamin), Selenium (as
important nutrients to support | sodium selenite), Calcium (from tricalcium
and maintain healthy bones in | phosphate, calcium carbonate, calcium
women and is targeted to work | jactate, calcium Krebs cycle chelates, citrate
especially well for women' carbonate), Phosphorus (as tricalcium
during menopause.* phosphate), Strontium (as strontium
chloride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium

’ aspartate) Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C {ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid {as caicium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin'B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented ‘soybeans containing 45 mcg of
Vitamin K2 as Menagquinone — 7)




s

I certify that the information contained in this notice is complete and accurate and that Enzymatlc Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

By Lugodd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: S / 22 / 0S5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Michael P. Devereux
Chief Financial Officer

OsteoPrime Plus 12¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

, g NF Formuias « PhytoPharmica - &
' ; Tyler Encapsu!at;ons + Vitaline chrmulas PHYTOPHARMICA®
) 9755 SW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, Wi 5431 1-8328
ENZYMATIC THER_ADY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
M I RE TR ATE D P: 503.582.8386 « F: 503.582.0467 " P:920.469.9099 « F:920.469.4418 (Phyto)
waar Betler feels tike™
————
May 23, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)}(6) of the Federal Food, Drug and: Cosmetic Act: Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the xmmechatc future, and may be exploratory
in nature. >

: NN

OsteoPrime®* Lifestage 3 gives you a full Silicon (as magnesium tnsihcate) Vitamin

Plus range. of nutritional support, B12 (as cyanocobalamin), Selenium (as
keeps those bones healthy and | sodium selenite), Calcium (from tricalcium
strong and controls - phosphate, calcium carbonate, calcium
menopausal symptoms.* lactate, calcium Krebs cycle chelates, citrate

carbonate), Phosphorus (as tricalcium
‘phosphate), Strontiurn (as strontium
chloride), Manganese (as manganese.
aspartate), Molybdenum (as sodium
molybdate), Sodium {from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K(as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI)(vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto-
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menagquinone — 7)




I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

LuhedA.

Robert C. Doster
Title;: Senior Vice President of Scientific Affairs .

By:

Date; 5/23 /OS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.

Mlchael P. Devereux
Chief Financial Officer

Slncerely,

OsteoPrime Plus 13¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY*

NF Formulas « PhytoPharmica & :
§ o \ - Tyler Encapsulations « Vitaline Formulas ‘ PHYTOPHARMICA®
s 9755 SW Commerce chle, Suite B2 825 Chanenger Dnve Green Bay, Wi 54311-8328
ENZYMATIC THE BAI_}Y Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RP O R ATE D P: 503.582.8386 + F: 503,582.0467 P: 920.469.9099 « F:920.469.4418 (Phyto)
Whar Better feets like:
ap——
May 24, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product.is' Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

steoPrime Plus provides a Silicon (as magnesiumn Ttrisilicate), Vitamin
Plus balanced combination of B12{as cyanocoba!amm), Selenium (as
important nutrients to support sodium selenite), Calcium (from tricalcium
and maintain healthy bones in | phosphate, calcium carbonate, calcium
women and is targeted to'work | lactate, calcium Krebs cycle chelates, citrate

especially well for women | carbonate), Phosphorus (as tricalcium
during menopause-and post- phosphate), Strontium (as strontium
menopausal years.” / chloride), Manganese (as manganese

_aspartate), Molybdenum (as sodium
molybdate), Sodium {from Sodium Molybdate

‘Dihydrate), Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin-
K (as phytonadione), Vitamin D3 (as
cholecaliciferol), Zinc: (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaguirione — 7)




et )

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

N Ludodd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 5/&‘//(75

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. ‘ :

Sincerely,

Jelt P Lo

Michael P. Devereux
Chief Financial Officer

OsteoPrime Plus l4e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica : &

 Tyler EncapSuIatmns + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, wi 5431 1-8328
ENZYM ATIC THERAPY Wiisonvifle, OR 97070 P: 920.469.1313 « F: 888.570:6460 (Enzymatic)
M T RSO R AT ED ' p: 503;582.8336 &« F: 503.582.0467 P:920.4692.9099 « F:920.469.4418 (Phyto)
WhatBelTef‘ feels like™
—————
May 24, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madanr:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currentiy market or plan to market in the immediate future, and may be exploratory
in nature.

Osteonie@ Enzymatic Therapy’s Lifestage | Silicon-(as magnesium trisilicate), Vitamin

Plus System is a 3~ Stage system B12 (as cyanocobalamin), Selenium (as
for every woman's life! Each sodium selenite), Calcium-(from tricalcium
system includes a stage- | phosphate, calcium carbonate, calcium

specific multivitamin, targeted | |actate, calcium Krebs cycle chelates, citrate
bone health support and relief | carbonate), Phosphorus (as fricalcium

for the uncomfortable phosphate), Strontium (as strontium
symptoms of PMS, - chioride), Manganese (as manganese
perimenopause and aspartate), Molybdenum (as sodium
menapause. molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate) Betaine HCI, Magnesnum (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
‘K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper giuconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI} (vitamin B1), Vitamin B6 (as
pyridoxine HC1), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaquinone — 7)




I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

T e

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: <> /&‘/ / 05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. '

Tt P oy

Michael P. Devereux
Chief Financial Officer

QOsteoPrime Plus 15¢



INTEGRATIVE THERAPEUTICS INC.” © ENZYMATIC THERAPY"

NF Formulas = PhytoPharmica e &
Tyler Encapsulations » Vitaline Formulas FRYIOERARMLAT
9755 SW Commerce Circle, Suite B2 \ 825 Challenger Drive, Green Bay, wi 5431 1 -8328
ENZYM ATIC THE RAPY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
M RS EA TR P: 503.582.8386 ~ F: 503.582.0467 P 920 469.9099 - F: 920.469.4418 (Phyto)
waat Better feels iine™ 4
—.
May 24, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market i in the immediate future, and may be exploratory
in nature.

ftamin

Silicon(as magnesium trisilicate),
Night sweats, Low energy, B12 (as cyanocobalamin), Selenium (as
Mood swings, Restless sleep, - | sodium selenite), Calcium {from tricalcium
Irritability, Calcium needs, ‘phosphate, calcium carbonate, calcium
Inadequate vitamin levels* lactate, calcium Krebs cycle chelates, citrate

carbonate), Phosphosus (as tricalcium
phosphate), Strontium (as strontium
chioride), Manganese (as manganese
aspartate), Molybdenum (as sodium

| molybdate), Sodium (from Sodium Molybdate
| Dihydrate}, Chromium (8s chromium :
aspartate), Betaine HCI, Magnesium (as
magnesium ‘oxide and magnes;um
aspartate), Boron (as. boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
‘(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI}, Niacin (as niacinamide),
Folic Acid; Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaguinone — 7)




I certify that the information contained in this notice is complete and acourate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Robert C. Doster

Title: Semior Vice President of Scientific Affairs =

By:

Date: S /L‘/ / oS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.

Mzchael P. Devereux
Chief Financial Officer

Smcerely,

OsteoPrime Plus 16e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

¢ ‘ - NF Formulas « PhytoPharmica &
, : Tyier Encapsulations i V;tahne Fcrmuias P“YTGP“AR"MCA'
9755 SW Commerce Circle, Suite B2 825 Chaﬂaenger Drrve, Green Bay, Wl 5431 1-8328
ENZYMATIC THE RAPY Wilsonviile, OR. 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
R R B R AT B O P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Whar Better feeis ke
————
May 24, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or planto market in the immediate future, and may be exploratory
in nature.

Offers a balanced combination | Silicon (as-magnesium trisilicate), Vitamin

of nutrients to support and | B12 (as cyanoccbalamm), Selenium (as
maintain healthy bones, -| sodium selenite), Calcium (from tricalcium
including calcium for strong | phosphate, calcium carbonate, calcium

bones and teeth; magnesium to | lactate, calcium Krebs cycle chelates, citrate
help form new palcxum crystals; | carbonate), Phosphorus (as tricalcium

and zinc, vitamin C, and boron | phosphate), Strontium (as strontium

to help form the connective | chioride), Manganese (as manganese
structures of the bone* aspartate), Molybdenum (as sodium
molybdate), Sodium (from’ Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate)’ Betaine HCI, Magnesium (as
‘magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol); Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin. B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide},
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaquinone — 7)




I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.,

LLI0dA
Robert C. Doster )
Title: Senior Vice President of Scientific Affairs

By:

Date: % /2/‘/ /’05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

TELY P Loy

Michael P. Devereux
Chief Financial Officer

OsteoPrime Plus 17¢



INTEGRATIVE THERAPEUTItS iNC.” \ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmuca L & ‘
Tyler Encapsulat;ons « Vitaline. Formuias - PHYTOPHARMICA®
9755 SW Commerce Circle, Sulte B2 825 Chaﬂenger Dnve Green Bay, Wi 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070  P:920.469.1313 « F: B88.570.6460 (Enzymatic)
ML E e O R E & P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
What Better feeis ke” | ' '
p——
May 24, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nuirition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label'that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403{r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

And healthy bones need a. Silicon. (as magnesium trrsxlxcate) itamin
variety of nutrients to preserve | B12 (as cyanocobalamm) Selenium (as

adequate mineralmass, and | sodium selemte) Calciumi (from tricalcium
maintain strong supporting Mphosphate, calcmm carbonate, ca!crum
structures.* | lactate, calcium Krebs cycle chelates, citrate

carbonate), Phosphorus (as tricaicium
phosphate) Strontium (as strontium
chloride), Manganese (as manganese

- aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HC, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron {as boron Krebs.cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCH).(vitamin B1), Vitamin B6 (as
pyrldoxme HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaguinone — 7)

Jeis &k@%’f@@&@?m%’%@%&m %



I certify that the information contained in this notice is complete and accurate and that Enzymatlc Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

Luoedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: S /ZV/OS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. :

Michael P. Devereux
Chief Financial Officer

QOsteoPrime Plus 18e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"*

NF Formulas ~ PhytoPharmica v &
Ty!er Encapsu!ations “ Vltahne Formulas PHYTOPHARMICA®
9755 swW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, Wi 54311 8328
ENZYMATIC THERA])Y Wilsonville, OR 97070 . P: 920,469.1313 « F: 888.570.6460 (Enzymatic)
e B ERP DL P:503.582.8386 < F: 503.582:0467 P: 920.469.9099 ¢+ F: 920.469.4418 (Phyto)
Wwhoar Better fels tive”
A————
May 24, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatlc Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the mnnedxatc future, and may be exploratory
in nature.

OsteoPrime®” Calcium is primary building Calcium (from tricalcium phosphate, calcium
Plus material for bones - more than | carbonate, calcmm lactate, calcium Krebs
99% of the body's calcium is - | cycle chelates, citrate carbonate),

found in the bones and teeth.” | Phosphorus (as tricalcium phosphate),

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading. .

N Lup0dd

Robert C. Doster ,
Title: Senior Vice President of Scientific Affairs

Date: (S/ZV/OS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

L P fonp

Michael P. Devereux
Chief Financial Officer

%%&%@%% %@W@%%M %



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formuias » PhytoPharmica &
Tyier Encapsulatnons + Vitaline Farmulas - P""T°PHA“M'¢A'
9755 SW Commerce Circle, Suite B2 825. Chalienger Drive, Green Bay, WI 5431 1—8328
ENZYMATIC THERADPY , Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
N L e T ' P:-503.582.8386 « F:503.582.0467 P:r920.469.9099 « F:920.469.4418 (Phyto)
Woat Better feeis tive™
—————
May 285, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 - .
Center for Food Safety and Applied Nutrition
Food and Drug Administration '

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a staterent provided
by section 403(r)(6) of the Federal Food, Drug and Cosmeuc Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and' comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market orplan to market in the immediate future, and may be exploratory
in nature.

OsteoPrime®* Magnesium is vital to the: ongomg Magnesium (as magnesium oxide and
Plus process- of bone formation.” magnesium aspartate)

I certify that the information contained in thisrnotiﬁce is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

PLoegd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: 6/25 /O.S

If you have any questions, please contact Robert Doster Senior Vice President of Scientific Affairs at
(920) 406-3608.

ELY P fpup

Michael P. Devereux
Chief Financial Officer




